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Diovan®

valsartan

Tablets

Rx only

Prescribing Information

USE IN PREGNANCY

When used in pregnancy during the second and third trimesters, drugs that act directly
on the renin-angiotensin system can cause injury and even death to the developing fetus.

WARNINGS: Fetal/Neonatal Morbidity and Mortality.

DESCRIPTION
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CLINICAL PHARMACOLOGY

Mechanism of Action

Pharmacokinetics

Metabolism and Elimination
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Distribution

Special Populations

Pediatric:

Geriatric:

Gender:

Renal Insufficiency:  

Hepatic Insufficiency: 

Pharmacodynamics and Clinical Effects
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INDICATIONS AND USAGE

CONTRAINDICATIONS

WARNINGS

Fetal/Neonatal Morbidity and Mortality
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Hypotension in Volume- and/or Salt-Depleted Patients

PRECAUTIONS

General

Impaired Hepatic Function:
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Impaired Renal Function:

Information for Patients

Pregnancy:  

Drug Interactions

CYP 450 Interactions: 

Carcinogenesis, Mutagenesis, Impairment of Fertility

Salmonella
E coli;
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Pregnancy Categories C (first trimester) and D (second and third
trimesters)

Nursing Mothers

Pediatric Use

Geriatric Use

ADVERSE REACTIONS
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Body as a Whole:

Cardiovascular:

Dermatologic:

Digestive:

Musculoskeletal:

Neurologic and Psychiatric:

Respiratory:

Special Senses:

Urogenital:

Post-Marketing Experience

Hypersensitivity: 

Digestive: 

Renal:

Clinical Laboratory Tests:

Dermatologic: 

Clinical Laboratory Test Findings
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Creatinine: 

Hemoglobin and Hematocrit: 

Liver function tests:

Neutropenia: 

Serum Potassium:

OVERDOSAGE

DOSAGE AND ADMINISTRATION
The recommended starting dose of Diovan is 80 mg or 160 mg once daily when used as
monotherapy in patients who are not volume-depleted.  Patients requiring greater reductions
may be started at the higher dose.  Diovan may be used over a dose range of 80 mg to 320
mg daily, administered once-a-day.

The antihypertensive effect is substantially present within 2 weeks and maximal
reduction is generally attained after 4 weeks.  If additional antihypertensive effect is required
over the starting dosage range, the dose may be increased to a maximum of 320 mg or a
diuretic may be added.  Addition of a diuretic has a greater effect than dose increases beyond
80 mg.

No initial dosage adjustment is required for elderly patients, for patients with mild or
moderate renal impairment, or for patients with mild or moderate liver insufficiency.  Care
should be exercised with dosing of Diovan in patients with hepatic or severe renal
impairment.

Diovan may be administered with other antihypertensive agents.
Diovan may be administered with or without food.
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HOW SUPPLIED

2 26
MARCH 2002                                      6

2


